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L STATUS OF A LL CLAIMS 

Claims 1-6, 15 and 18-22 are under .examination, and were finally rejected in the 
Office Action mailed on 29 April 2011. 

II . GROUNDS OF RE JECTION TO BE RE VIEWED ON APPEAL 

1. Whether Claim 15 is indefinite under 35 U.S.C. § 112, second paragraph. 

2. Claims 1, 6-1 5 and 18-22 are unpatentable under 35 U.S.C. § 103(a) being 
obvious over U.S. Patent No. 6,780,504 to Rupprecht et a! ("Rupprecht") in view of US. 
Patent No. 6,153,222 to Beefier ("Beefier") and U.S. Patent No. 6,177,096 to Zerbe et ai. 
("Zerfie"). 

3. Whether Claims 1, 6-15 and 18-22 are unpatentable under 35 U.S.C. § 103(a) 
being obvious over Rupprecht in view of Becher and U.S. Patent 6,177,096 to 
Lydzinski et al. ("Lydzinski"). 
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III. ARGUMENT 

A. Summary of Rele va nt 1 Law 

The determination, of obviousness rest* on whether the claimed invention as a whole 
would have been obvious to a person of ordinary skill in the art at the time the invention 
v'smmc In A uimit it > - , u < cueu should Levi cJ + V ^' pe and 

content of die prior art, (2) the differences between the art and the claims at issue, (3) the 
level of ordinary skill in the art, and (4) whatever objective evidence may be present. 
Obviousness may not be established rising hindsight or in view of the teachings or 

ii< t i fh in i it > 1 he I er carrie he bu en under ; Ss 03 i 

establish a prima facte case of obviousness and must show that the combination of the 
references relied on teach or suggest all of the [mutations of the claims. 

To establish a prima facie case of obviousness, the Examiner must also identify an 
explicit reason that would ban e, prompted a person of ordinary skill in the art: to combine 
the teachings of the cited references. K.S.R. Inil Co. « Tekfiex, Inc., 127 S.Ct 1727, 1741 
(2007) (citing In re Kalm, 441 F.3d 977, 988 (CA Fed. 2006) ("The Examiner must determine 
whether there was an apparent reason to combine die known elements in the fashion 
hu f v p It m n t -.v b li j l v, ! 1 i he. 

«p i n 1 i i it litt ; i t , t i 

sustained lav mere couciuso.ry stat ements ; .instead, ther e must be som e articulated .Lvason^nj 
with some rational underpinning to support the legal conclusion of obviousness. 1 ' Id 
id \s ddt d 

t 1 1 . t i! j i Alt) - i d< it ( nts of the claims 

1 Hi i be j 1 tt] > ) 1 i ( ) l 

! c . u vu o iiit! i ' i i v.- hi- i met 
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'nee the a] it fu 1 ce, ( >t } u ei 1 i 1 

reconsider t ial ol >uss leters m in vie titt 1 1 i>< 

Piasecki, 745 F.2d 1468, 1472, 223 USPQ 785, 7:88 (Fed Cu. 1984).' 

\\ hen prima facie obviousness is established and evidem e is subrn tted in rebuttal, 
the decision-maker must start over. . . . An earlier decision should not, as it was here, be 
considered as set in concrete, and applicant's rebuttal evidence then be evaluated only on 

knockd t i 1 

decision \ ih at 1 edl clem i >tell ffect. Prima { e obvnoi ness i t legal 
conclusion, not a fact. Facts established by rebuttal evidence must be .evaluated along with 
the facts on which the earlier conclusion was reached, not ..'gainst the conclusion itself. . . 
. {AS final finding of obviousness may of course be reached, but such finding will rest upon 
evaluation of all facts in evidence, uninfluenced by any earlier conclusion reached by an 
earlier board upon a different record." In re Himhart, 531 F.2d 1048, 1052, 189 USPQ 143, 
147 (GCPA 1 976) (emphasis added), 

B . Claim 1 $ Is Nq t InpbfinseJUnper 3$ V-SX- § 112, $scond 

PARA GRAPH. 

On page 2 of the current Office Action, and page 4 of the Examiner's Answer, 
Examine!: rejects Claim 15 under 35 U.S.C. § 112, second paragraph, as being indefinite; This 
rejection is respectfully traversed and believed overcome in view of die following discussion. 



1 (Citation from In re Plastdki) "if rebuttal evidence of adequate weight is produced, the holding of prima facie 

obviousness, being but a legal inference from previously u»contr»(fi<:te<l cvidcauc, in d/wpjced ;tr$>r:id!.:.<« ■"<'/' 
ft j i hi must consider *U of tb 

eic/entejiten i m . is n > < , , " > * J -, > !■ t < < I > ^ > 

\\ , i ). 1 i 1. 1 - r i tl nll'l il l 

t . I It, t 1 tl , , 111 b tkl 1 t!M 

facie obviousness :s i > Lonchisvai, net j fa;::. -d::o- u^birs; i"i er i by reb ,;t:a) evxerice " i be > if i , d 

1 I tic 1_ f 1 1 I i fi > \j 

t t , JiP t , 1 : * i 1 I ' 1 J lit Ml -•,11 lijJUJl 

of ali facts in evidence, uninfluenced by any earlier {""i 473] conclusion reached by an earlier board upon a 
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/, Pre vious Arguments 

Claim 15 is not indefinite as one of ordinarv skill in the art would understand the 
scope and meaning; buccal administration. 

( lami i winch n w;p v i me upe ■ >l k n ! n i < iw u i i ■ • - 1! 
or transdermal. Claim 15 is dependent upon claim 1 and one of ordinary skill in the art 
would i iderst k t s c i t < n nh cm but 

iditiit >n, i ' 1< rve to expedite mattes:*, the applicant? authorize an Examiner's 

amendment to delete the phrase "or transdermal" if this is the only matter precluding 
aitowabikw) 

2, Reply to Examiner's Answer 

Examiner responds by asserting that the above statement is an admission that Claim 
15 is ambiguous. This is patently incorrect Rather the above statement makes it clear that 
one of ordinary skill in the art would not be confused as to the meaning of Claim 15. Put 
•another way, Claim 15 clearly states that "the transmueosal or transdermal administration" is 
"buccal administration". In other words, grammatically, it is clear that the recitation of 
b ec tl n in c n i tm i ) j n tie t c 1 1 m s u o i i mil 

t t •> e, rather than t< h portion of the phase i dividual!) is 

Examiner asserts. This is the same as saying thai "the transmueosal or transdermal 
idministration" is "transt idniinisti mi u i ilv is 

less wordy and confusing, and thus actually more clear. 

In but 1 inner o l asset v. m'tib tK dv " was meet <m, ind 
t i 1 i |> i i n u M v.i t w i i I i n t i m n- A d 
admhiisttation is inherently transmueosal and cannot be transdermal. As such, one of 
otdanars 1 in the art would ciearic know that stating that "the t t m i il or transdermal 

dr 1 s t u ^i bit c i t : 

administration r a buccal, n u transmueosal, a ji ttst 1 

3, Conclusion 

\ c d, uti \p du r it ttwpeUmln averts th if C Inn Is , ckf m c 1 hen ' t 
s 'pKn'Mv^tc, i - .,'iia- 1 ' w 'J i it ' es'h t l m < ' <■ no w mdu 
>5 f c 1 A Z -Cv rd ' i.ci. 1 i 
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C. Claims 16-15. and 1.8-22 * \ \ u i » I 35.U,S,< 

RUPPRECHT ET AL. ("RUPPRECHT") IN VIEW OF U.S. PATE NT NO, 6.153.222 

to Becher ("Becher") and U.S iMiM' v> {> S J7\0% j:o / RSE EI YL 

{ ( '/.Hi< 

if c ir i ^ t c V t 

1 m i r rejects i > j, ' 6-15, and 18-22 under 35 LJ.5.C. 5 ] 03(a) . iui" i m t il i 
ovct Rippucfr m view of Bed ) 1 7 I rejections are respect traversed and 
believed overcome in vi 1 > _ a 

1 Previous Arguments 
(a) Background 

As might be surmised from the appellation of Chien I and Chien II, both of these 
ene lit' y ov< eacl tb do itu ertaij similarities is 

befitting references with two common inventors, a common assignee and being directed 
toward transdermal delivery of an active substance. 

A.s noted in the appellants' earlier response, plasticizers represent an organic 
mn 1 i 1 n ,t f . i id < die 

Hi xibilit) e 1 t< a- hiu ss of the final product by internal modification (solvation) of the 
polymer molecule, (see footnote I from page 7 ot appellants 9 February 20 1 1 response). 

I h pp Hants' sped ion discloses that i e handlit i brittlt 

pnl liKl'lm n ltl|HtlK t 11 i i t k J * L i - 1 i >UP p 1 1( i u 

it t i I i i i i i ) i o 1 M it I d > i K t f 

\X'h< ie percentage an t oik i el < 1 1 t i 1 trati 
may occur, e.g due to crystallization, so that die dims are no longer transparent and their 
physical properties such as the tear strength are adversely affected. For example, addition of 

30' 1 \ Vl O t l f 1 f. U < 1 r i il „ t i L 1 ! j 

! m]\tati, hdds f vu - ^ ^ a ( * ^ J e se > oi if f n Seepage 

2, line i th ipeliai so t 
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(b) Combination of Rupprecht, Becher and Zetbe Does Not Teach the 
Use of 30% to 60% By Weight of Glycetol As a PJasticizer In the 
Appellants* Dosage Form 
hr ref i i 1 1 c t i J e substance containin 

layer which may be produced from a suitable film- forming, water soluble polymer (including 
i , , r 1 i k 1 i *■ ii i > xc coi 1, lines 

1-3 and lines 15 17. 

However, the final reje.cr.ioj nvled i both Rupprecht and Bt i i 

teach adding glycerol in an amount of 30% to 60% by weight (see page 4, lines 13-14 and 

t ( c t < t i i up tf < no ! the use of a plasucizet or 
glycerol as part of their multi-layer film. 

Becher does mention the use of a softener which includes polyethylene glycol and 
.glycetol, but: not the specific amount and not in the context of a film such as Rupptechds. 
Becher refers to a volume-expandable, sheet-like applies don form which has a highly 
absorbent hydrogel former which swells on contact with water and assumes several times its 
original volume (see Absmu.r of Becher;. 

<t mijpi ii ii h ( i ii I i thul ! <> ma 

Becher docs not use a h%toxvpropylmethylce!iulose crosshriked with tannins and/or 
| 1 1! < < 1 i - * 1 i ! 

Becher refers to the use of cross-linked polymers like carboxyvinyl copolymers (e.g. 
quaKeep ctosslii c.d po uryl. j lidone (e '< , d< c \ > > film formers 

in combination with glycerol as softener carboxyvinyl copolymers is a super absorbent 
polymer based on polyacrylate. Polyvinylpyrrolidone (PVP) is a water-soluble polymer made 
from I hi ii<. \ l{ i ' i 2. leu 1 1 < ) 

Zerbe is relied upon lor & teaching for the specific amount of glycerol especially with 
iw-putto 1 \impc 1 ,( > > v. 1 1 "< 1 _ f i \ t-t <_ s L as a cd 

20% by weight which is still outside the appellants' claimed range of 30% to 60% by weight). 
1 n bt lei > film forming /ton-cfossfi/tked j i j i 

cfet u 1 v j i f i i i 1 ellul t 

polyacryiates, among others and one or more plasncizers or surfactants and one or more 

-8- 
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I 1 l< 1 > (c_Oi Z uv 2 * >. i (. irn ' i d i i ' u 1 i > tk i ) k 

\ 'it c !' 5 id iJa a.,, J 1 _ ^ i- d t f p <. 

drop met b 1 n jc ctos ed drophihe polymer 

tv. tE } (. 1 1 Its till It i v v. V W lit 

,u d o i 1 1 t litis > i 1 

which comprises from 30% to 60 £ b; weight >i glycerol is plasticizei based on the total 
amount > 1 > 1 p nli >) < id whereby r dj \ ? leth , 

'1 i ! < t > lib 1 ' ' 1 j< , 1 l ll i [il I ill Hill ill/ 

polyacrylic acid. 

(c) The Facts of In teAHerAxe Not Analogous to the Present 
Application 

N4PEP 214-1.04 states that "...if the facts in a prior legal decision are sufficiently 
similar to those in an application under examination, the examiner may use the rationale 
used by the court," 

'iii t relic notes the jolding of ) 1 7 thereby when the- general 

conditions of a claim are disclosed in die prior art, iris not inventive to discover the 
optimum or worl iblc range b tonrint experimi tion. pr> lahly to iccount for the fad 
that the combination of Rupprecht. Becher and Zerbe did not teach the "30% to 60% by 

t 1 1 limitation fbe U decision i Iso t ed in M PEP 2144.05 

section LEA. 

However, the very next section in the MPER i.e. MPEP 2144.05, section 1LB, states 
that 'jd, par tit ar parameter must first be s , rbed as rcsu effective variable, i , a 
tb'i i ! ( t i ' 1 d a ) ptmaum or 

workable ranges of aid cam J may ita< crimed a ne cxperimcntario 

4ntom, 559 F 2d 618, 195 USPQ 0 (CCPA 1977) " 

When factb of 1 u I eni ■» i i i i j i 

considered, there is no inference from any of Rupprecht, Becher or Zerbe that optimizing 
the amount of glycerol would have constituted a. results effect variable within the context of 
men it pt c i * f iii K unoui 

of glycerol and cross-linked hvdrosypropylmerhylceRulose as is claimed by the appellants. 
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Furthermore, as noted in the appellants' description of the state of the art, the 
no > i * J u r 1 v t i <. itv 1 v I 1 _ ' OUlf ji 

piasticizer ovei 2n" b ,u^i i < t i >i it > pi c hi u i 

ill l < l t l 1 1 L 1 1 vl il 111 < > 1 

h | i. ii i pi ' o 1 iu ' u < 1 1 v lui 

" if.ei . ir.cn t 4 f >1 rban tl ht } ible b i se >f si I 1 1 ' < in mini tc tin 
appellant's claimed invention. 

(d) Appellants Disclosed Evidence of Unexpected Results 
As noted in the appellants' description of the state of the art, other types of 
plastkizers, e.g. methyl citrate, did not result in the desired effects for a dosage form. 

The appellants also tested against other plasticines, including those cited in Becher 
tie Zerbe u pi>] l n km i i it d s 1 >\, e\ >di ncc ot tine p^tcd cmlo 

Figures 1 and 3 in the appellants' specification showed that the use of glycerol in 
amounts greater than 20% by weight, resulted in more desirable products that when 
pobethylene glycol, sorbitol or triethylcittate were used as pla.stidzexs and that even when 
comparing glycerol against itself (20% by weight vs. 50% by weight) a more favorable 
product was obtained at the higher levels of glycerol content (see Figure 2). 

2, Reply to Examiner's Answer 

[lie Examine; 5 \n et dated Marcl i2 e-ei 1 ' > ■ rl ok, and fails to 

i ! i 1 pi 11 1 d s 1 1 ' > 1 it ! it ( 1 1 lilO 

urn "i . 1 1 t H K v . i ^ 1 ' 1 + 1 1 ( K ' t 1 v m u 1 . 

More specifically, Examiner cites to Rnpprecht as relating to a crosslinked 

1 , uL( > IV < . 1 1 l ' 1 Ml i>i 

glycerol as a plasticizcr. As such, Examiner cites to Bed e! as fe . b u >o 5 sofh.net 
(which can be glycerol) with a crosslinked polymer, and cites to Zerbe as teaching how much 

m 1 > 1 s ^ L ^'i 1 " 1 - im 1 u 1 ^'i\n 1 ro^s nhed 

polymers). 

Examin< the) i:s that ti c 1 t corp e the glycol as softener 
of Becher (used w ith a crosslinked polymer not disclosed as being hydropliilic) in the 
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i it of gh co = taught by Zerbe (which 1 not relate to the i c of any c ossknk d 
polymers), into t e product of Rup i r hid 1 ekt s to cro slinked 

wdios ;1 pA mw 1 w u 1 ,T,r.ct h>^t AAc^ n w\ ^ oa io expectation of 
success of such a combination, especially in view of Applicant's prior arguments above. 
In particular, Rupprecht actually doesn't teach using any plasticizer at all with a 
1 hydfnphiik i V - ich the end! >mb tion of Bet iei (teaching the 
use of a softener with a crosslsnked polymer) with Rupprecht hinges on the assertion that 
then i reasonable (. < iti< p, < cow of comb-run fvener (assumal 
plasticizcr) as taught bv Becker into die product of Rupprecht. 

However, is Vpplk n has clear! i i > \ < In general are not 

necessarily suitable: in the film of Claim i (and thus also the combination asserted by 
Examiner). In par tic i i ned 1 > crol in nounts great ci 

sorbitol or trielhylciltate were used as plastici^ers and that even v i erol 

against itself (20'{ b) weight vs 50% b eight) o re i Je pi > ct was obtained at 
the higher levels of glycerol content (see Figure 2). As such, success of using pkstieizers in 
general w ith i cross ■> . drop ulic p< >h met would not be reasonably expected by one of 
ordinary skill in the art As such, there: can be no reasonable expectation of success of 
including the softener of Becher in the crosslinked hydrophrlic polymer product of 
Zuppteehr v v Inch l- the on! \i i in > i i t il i i «. wth i s hikt 1 
hydrophrlic polymer). For this reason alone, Examiner's asserted combination must fail as 
providing a case of obviousness. 

in addition, Examiner points to Zerbe as teaching ho much glycerol to use. 
However, the glycerol in Zerbe is used as a polyalcohol and not as a plasticizcr, which are 
described separately from each other, Zerbe, Cob 2. bus. 31-36; and Claim 8. As such, the 
amount of glycerol taught by Zerbe is inapplicable to the softeners of Becher. 

However, even if the amount of glycerol taught by Zerbe was inapplicable to the 
softeners of Becher (which Applicant disputes), it would still not be obvious to use the 

laimed amount. In pa Vpp t has ahead ( j i c 1 i slasl cm rs were 

previously employed in an amount of up to 20% by weight based on the amount of 
polymer, but that | t t t tioi m -co when the percentage an > its of plasticine 
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becomes relatively high so that the films are no longer transparent and their physical 
t i i j ie tear strength are ad ffccicd. For example, a ion 1 

weight of trtethyi citrate, based on the total amount: of a crosshnked hydrophilic poh met, 
leads t ■> vil 1 "> i l m 1 n evp , oi ot the Hi \ t ^ ' )w 
b Ta' 1 i -.pe^i „ >° 

ter disregards the a imenr. as not being direel pe of th< 

claims (i.e., glycerol). I iowever, the above argument is clearly related to Examiner's asserted 
combination. In particular, the disclosed amount of glycerol in the prior art is completely 
outside the range of Claim 1. Thus, the only way Examiner can assert that there is a 
it sonabie expectation oi succ of using i h is« tmoont of no' s if th< ( i i 
reasonable expectation of success of using an increased amount of softencr/plastict/cr in 
general. However, Applicant has already provided factual evidence that this is not the case. 

combination with a crosshnked hydtophiiic polymer above and beyond what has been taught 
by the: prior art. For this reason alone as well> Examiner's asserted combmadon must, fail as 
providing a case of obviousness. 

Furthermore, contrary to Examiner's assertions, the claimed range of 30% to 60% 
by weight of glycerol as piasuci'/er, based on die total amount of crossliuked hydrophilic 
polymers, is most certainly not encompassed by the prior art. In particular, as explained 

none of ;hc cit t ) amount of g \ polymet 

(crossliuked or otherwise) that tails within the claimed range. Rather, the. only disclosed 
amounts of glycerol (i.e., the 20% asserted by Examiner) clearly falls outside the claimed 

i >o;nn 1 i >ein t on how nn ) to include 

is not the sa at as saying that m amouai is a cep rbk ' t i tct, even t specific recitation that 

i .ii ^sufficient tuall rapass the clait led ge, as such i 

disclosure is so general and non-specific as to provide no guidance whatsoever to one of 
ordinary skill in the art as to how much of the item can be used without causing undue 
t [> 1 itv l it t i ) t t it _ n (in h 

weight of glycerol as plasdcizer (based on the total amount of el s v d hydrophilic 
polymers) is encompassed by tire poor art, is completely without support and thus should be 
given not: weight by the Board. 
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Moreover, in response to Applicant's statement that it is well known in the art that 
, u t l i i tn in c i c if iflci t tht p ! petnt.^ oi the 

n I j u i + t i i < i t at t\ *.n n \ v. i >i -uc<rs< ,j making changes to 

Rupprecht. Examiner splits gt^mmuucal hairs and states that only a reasonable expectation 
of Micuss i vl oi u u< vj ul 1 ^ ih. r 1 > fd be n e nabk 

expectation of suca. iLn r\ ' u ,11 v irk-..) r<m sm edge m iht ut 

Examiner cannot it bit , p'oi s K v i ie bid m pon^t that mere is a 

reasonable expectation of success. Splitting hairs over the inclusion of the word 
"reasonable" ignores to totality of the arguments and evidence provided by Applicant, and 
provides no further support whatsoever for Examiners already untenable position, 

1j { t 1 ,b k I ill i v I x i k i >uib < 

expectation of success at multiple points in the asserted combination, and that to even arrive 
at the claimed combination would require undue experimentation. This exponentially 
magnifies E »nnl f tht rem obviousness rejecrioi 

3. Conclusion 

Accordingly, for all of the reasons set forth above, the appellant respectfully asserts 
that Examiner has failed to establish z prima facte case of obviousness of any of the 
appellant's claims rhcrefore the ippeiiat t u ul requests that the rejection of 
Claims 1, 6-15, and 18-22 under 35 U.S.C. § 103(a) as being unpatentable over U.S. Patent 
Ho. 6,780,504 to Rupprecht et al. in view of U.S. Patent No. 6,15.3,222 to Becher and U.S. 
'Patent No. 6,177,096 to Zerbe et al. be reversed and withdrawn by the Board. 

D. Claims 1. 6-15. and 1 8-22 a re Not Unpatentab le Under 35 U.S.C 
§ 103(a) as B eing Obviols Over KiTPRrnn i\ i • B ^LL«a\d 
I J. S. Patent 6.177.096 to LYDZiNSKr e t al. ("Lypzinski"),, 

ts i! t i. ^ i a J > e e Examiner's Answei 

Examiner rejects Claims 1, 6-1 5, and 18-22 under 35 U.S.C j 103(a) as being unpatentable 
ovci IE ' )i c i l>v i n T j^i f i t c t i t n t v t. 

and believed overcome a view of the i z <■ o^J > 
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/, Previous Arguments 

l'hc i-otjibmauon oi Rupprecht, Becher and Ljxbinski is essential!, a -Tph< m 
ejection ot 11 pi BJt n lu 1 I 1 t i Miit i <. 3 e fere net 

than A tlx \ssu<h, the 1 .1 r ^ 1 - 1 l o.d IjC ■ iniruoof 

luj 1 , Bed 1 td Zi e als< ilicable ber< id are inc tfporated b< reference. 

For die sake of complete e s th> aj tote thai < to moral 

film containing chemically modified starch (chemical modification can include crosslinking, 
t vt starch is ntta ^ n| ti 1 m .then* include 

.1 sat-h 1 'hem. I > \ j ^ b -> 1 1 e 1 ^t* potential plasticizt 
ucie poh esn ch as f it 1 1 ee p ' in 

It is not surprising that paragraph {0026} of Lydzinski states that "the plasticizermay 
be present in an) desired amount, particularly bom 0 to about 15 percent, more particularly 
from 0 to about 10 [percent] by weight of the starch component" as these lower ranges are 
consistent with die state of the. art described by the appellants in their specification and 
repeated in the '''Background" section of B.l. above. 

'Therefore, Lydzinski docs not aid in asserting that the combination of Rupprecht, 
Bee her ; nd i cbmsk 1 cbes the appeli s\ > t t ; nap rising at ka on 
ingredient-containing and/or nutrient-containing layer based on in-sitn crosslinked 
hydrdxypropyimcthyiccllvilose which comprises from 30% to 60% by weight of glycerol as 
piasiiciser, based on the total amount of crosslinked hydrophihe polymers and whereby the 

rubi'l t 1 1 1 uin 1 <> f i crossbn u d 

optionally partially neutralized poiyacryiic nc;<l 
2. Reply to Examiner's Answer 

The Examiner's Answer dated March 5, 2012, still seems to overlook, and fails to 
adequately address, the many of the: appellants' arguments above. Further, the Examiner's 

tgtuieit j s t 1 ^ tit 1- 1 dams the aefieu oc c^ of the < mretir 

rejection. 

fi 1 1 ! 1 - ^ ^ 1 N ^ 

hydrophihe polymer and teaching all the requirements of Claim 1 except for the inclusion of 
I 1 pi 1 1 / *> 1 it il 1 e ' it i 1 'it a 
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(which can be glycerol! with a crosslinked polymer, and ekes to Lydzinski aH teaching how 

nich p] i i a film containin t i lose ita 

crosslinked polymers). 

Examiner then asserts that it would be obvious to incorporate the glycol as softener 
of Becker (used with a crosslinked polymer nor disclosed as being bydropbthc) in the 
imount of plasdciz i i by I ski t t H rot relate to the us f ai i 1 11 
polymers), into the product of Rupprecht (which specifically relates to crosslinked 
h iropl c. polymers), f Kiu \in i t t i bie. expect don of 

success of such a combination, especially in view of Applicants prior arguments above. 

fop mi R recht '1 doesn't teac) isiag any pias icizei a 1 all with a 
crosslinked hydrophilk: polymer As such, the entire combination of Be r< i ching the 
use of t softi icr with t ciosslinkc ioh mei 'It iges on the a scrdon that 

there is a reasonable expectation of success of combining a softener (assumably as a 
plasticizer) as taught by Becker into the product of Rupprecht 

However, as Applicant has clearly explained above, piasticrzers in general are not 
necessarily suitable in the film of Claim 1 (and thus also the combination asserted by 
Examiner), in particular, Applicant has explained how the use of glycerol in amounts greater 
than 20% by weight resulted in more desirable products that when polyethylene glycol, 
sorbitol or triethylcitrate were used as plastict/.ers and that even when comparing glycerol 
urn Hi vlt 1 "> b\ weight vs ^' h * u, n , < <_ i i i dnt pu>duc.t was obtained ai 
the higher levels of glycerol content (see figure 2). As such, success of using plastioizers in 
general with ie m dl \ !J not be reasonably expected by one of 

ordinary skill in the art. As such, there can be. no reasonable expectation of success of 
including the softener of Becher in the crosslinked hydrophobe, j i-.< >iu> 
Rupprecht (which n the only " i t i cane in at v u n glycerr.l wt b a crosslinked 
u 1 i l < del 1 j it i i nn-U 1 til as 

rora i ise of obviousnc- 

In ukhUo i 1 i rnc t ,. ri w ^ " t i i 

)( ipK p i 1 1 1 it I ' m «U t iVnu'dffii bt 

' b\ K 'its no- 1 i m i j, ,t vi -> ( / t ' i ' " i d/tn -1 

i. r it ) 'I i i I\ iimusums i 1 
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rather states that the 1 s niav be m i r m ; desired i it J mm 1 

di I f i i i 1 to about 15 i imo d mote particular! Iron 0°/( 

to ibout 10%. As su Lyd kid < hat tl erlin t ] s 

with die preferred amount of plasticker being even less than that. In other words, Lydzinski, 

not ui\ o , k^ul t - t l . .vvri'.j, s pi sii i/it 1m 

alone a glycerol piastici?.cx, in the amount set forth in Claim 1. 

) i it I ! 1 I /C u. pi st 

in an u t i n « t p • i h t 1 i ^ a t t p 1 i t 1 I i 

separations may occur when the percentage amounts o: plasticiiccr becomes relatively high, 
so that the films are no longer transparent and their physical properties such as the tear 
strength are adversely affected. For example, addition of 30% by weight of methyl citrate, 
based on the total amount of a crosslinked hydtophilic polymer, leads to white films. The 
pl.astici.zer may in fact separate out of the film. (See page 2, lines 23-37 of the appellants' 
specification). 

Examiner disregards the above argument as not: being directed to the scope of the 
claims fi.e,, glycerol). However, the above argument is clearly related to Examiner's asserted 
combination. In pa rticular, the disclosed amount of plasticizer in the prior art is completely 
out ide the i moi ,i ' bun 1 J a- Lie i i ai I ) K 

reasonable expectation of success of using an increased amount of glycerol is if there is a 
reasonable expectation of success of using an increased amount of soft c.i u-.r/ plasdcizer in 
general However, Applicant has already provided factual evidence that this is not the case. 
As such, Examiner has no reasonable success of using an increased amount of glycerol in 
vomh una t v\it i i i o^sba J 1 * i 1 ^ t 1 It i d vl it has bti i taught 

lay the prior art. For this reason alone as well Examiner's asserted combination must fail as 
providing a >f ob i. >u? ae ss 

tha^otc ( -mi 'oh ' v t i i o it ' t ' ' to 60 

by \w 0 i f > < 1 s p t t 1 J t i t i 

p 1 it is m not encompa he poor n particular, as explained 

mom i d art di s L h unto* c vim a polyme ilm 

ic ossb jk_d < i < t mm Ed- lie unt 1 ' I i' i tionl ilvhel 

am. mrd- of p i i <_ . die 15" no i«h rted I Examiner, cie-mh f.f.h mmtde the 
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v ui>o^ o ) t ! I uv- be i n h r m uur to 

include .s ncv du >a 1 i» 1 n t v mi u - d > - i i u f, c \<.n 1 -yt k 
recitation that any amount can be used is insufficient ro actually encompass the claimed 
range, as such a disclosure is so general and non -specific as to provide no guidance 
whatsoever to one of ordinary skill in the art as to how much of the item can be used 
without causing undue experimentation. As such, Examiner's assertions that the claimed 
range of 30% tc by v n the total amount of 

crosslinked. 1 c j '' 1 | 1 ' ' 'is en n ss< 1 1 1 prior aj complete!; without 
support and thus should be given, nor weight by Hoard. 

Moreover, in response to .Applicant's statement that it is well known in the art that 
changing an element in a polymer formulation can drastically affect the properties of the 
polymer formulauon such that there is no expectation of success in making changes to 
Rupprechg Examiner splits grammatical hairs and states that only a reasonable expectation 
of success is needed \pplic u have clearly expluinec < laic > ,< d be no reasonable 
expectation of success, citing specific factually examples and common knowledge in the art. 
Examiner cannot rebut such proof by merely blindly asserting m response that there is a 
reasonable expectation of success. Splitting hairs over the inclusion of the word 
"reasonable." ignores to totality of the arguments and evidence provided by Applicant, and 
provides no further support whatsoever for Examiners already untenable position. 

i hit 1 r >ove argumen together c i il i that icr lacks a 

c ^ ition of success at muh ii tb e.rted nbinati i * > 

even arrive at the claimed combination would require undue experimentation. This 
exponentially magnifies the unreasonableness of the current obviousness rejection. 

J, Conclusion 

Accordingly, for all of the reasons set forth above, she appellant respectfully asserts 
r 1 t 1 in i ii i i o k v d iiiu t t i 

ape Hani's c berefort ippe.llant respectful i e o a o 

Claims 1, 6-15, and 18-22 under 35 U S E. § 103(a) as being unpatentable over U.S. Patent 
No. 6,780,504 to Rupprecht et ai. in view of U.S. Patent No. 6,153,222 to Becher and U.S. 
Paw i u n no 2003/0099692 to Lydzinsikfet.al. be reversed and withdrawn by the 
Board. 
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IV. CL AIMS APPENDIX 

1. (Previously presented; 

A doS3_ hlil ixl . . t t 1 1 l 111 t 

t one i i lutrient to a I j z e 1 i L comj i in ; 

' lewtitia ii^uit k i .i i i n tinii ( 1 < n 

ii situ crc slinked no q lilit x>lymet elite! composes from 30 > to 60 b 
weight of glycerol as plasticrzer, based on the total amount of crosslinked 
hydrophilic polymers 

characterized in that hydroxypmpylmcthylccllulosc is used as hydrophilic polymer 
and the hydrophilic polymer has been crosslinked with tannin and/or a crosslinked, 

. p JO I 1, ' )\1 . dull i n II 

2-5. (Cancelled) 

6. (Preview ;\ presented) 

The dosage form as claimed in claim 1 , characterized in that the active ingredient- 
eoniaining and/or natrient-containing layer comprises at least one active 
od v > v it'll ' (ii\ i 1 f i . i in om" 

7. (Original) 

The dosage form as claimed in claim 6, characterized in that the active 

^ * i i' t ' t Jt U 1 l • "-it i 1 1 ■ Jill , 'O 

mtiaik i I i < it erics, at tic t if s iiin till lertensrves 
i t it raj i 1 dk i i 1 1 i| i : i u e 

i s iffiun il in. i no.os c esthetics, ps loactive drugs 
pasmolytK c - cytostatic 
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8. (Original) 

Trie dosage form as claimed m claim 6. characterized in that the nutrient is a 
fertilizer. 

9. (Previously presented) 

The dosage form as claimed in claim 1. characterized in that it has one or more 
layers. 

10. (Original) 

The dosage form, as claimed in claim 9, characterized in that it has at least one active 
ingredient-containing and/or nutrient-containing la\ cr. one adhesive layer and/or 
one covering layer. 

11. (Original) 

The dosage form as claimed in claim 10, characterized in that at least one active 

i i n i i i t j iii i t I ( i d ni 

of the active ingredient and/or of die nutrient. 

12. (Original) 

The dosage form as claimed in claim 10, characterized in that the covering layer is 
impermeable for the active ingredient. 

1 3. (Previously presented) 

IK do t, t i > l ) i ] I I L 1 i) l < \ I 

protective layer before application. 

1- Previ > isi presented) 

Fhc dosage form iiraed in d mictenzed n t the 1 creature 

human or an ammai. 

15. (Previously presented) 

The dosage form as claimed m claim 1, cha racterized in that the transmucosal or 
transdermal administration is buccal administration. 
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1647 (Cancelled) 

18. (Trevbusly presented) 

The dosage form as 'nr J us claim "i , i i t _^ o that it has at lease one ,n ju 
n i . vm m r 3rd t . t a < i n t one adhesive layer and/or 
rme covering layer. 

19. (Previously presented) 

The dosage form as claimed in claim 18, characterized in that at least one active 
ingredient-con raining and/or nutrient containing layer has a concentration gradient 
of the active ingredient and/or of the nutrient. 

20. (Previously presented) 

The dosage form as claimed in claim 19, characterized in that the covering layer is 
impermeable for die active ingredient 

2 1 . (Previously presented) 

The dosage form as claim in claim 20, characterized in that the ratio of hydrophitic 
polymer to crosslmket is from 2:1 to 5:1 by weight. 

22. (Previously presented) 

I'lie dosage form as claimed j lain 21, cb racr.e; '.ed n ha he at least one active 
ingredient and/or nutrient is prednisolone. 
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V. 1 \ ID l \( ! \riM >;k 

None. 
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VI. CONCLUSION 

In \ tv o 11 > rik iu i L in t 1 ft 

on the arc of record is improper, Accordingly; h is tequested thar this Board reverse the 
! k d l 1 1 I - t i - i , - 
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